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. |f NO period for reply is specified above, the maximum statutory pm^ will WV^w ^p ABANDONED (35 U.S.C. S 133). 

:*jjss;is;=st:a?r:xr-t , si-.-..^----' 

earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) 53 Responsive to communication(s) filed on Mar 26, 2003 



2a) B This action is FINAL. 2b)D This action is non-final. 

3) D Since this app.ication is in condition for allowance except *" M " 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 o.u. 

Disposition of Claims jn the app|ication . 

4) 63 Claim(s) 1-8 

is/are withdrawn from consideration. 

is/are allowed. 



4a) Of the above, claim (s) 

5) D Claim(s) 

6) 53 Claim(s)!^ 

7) D Claim (s) 

8) D Claims 



is/are rejected. 

is/are objected to. 



__ are subject to restriction and/or election requirement. 



Application Papers 
9}D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on 



is/are a) □ accepted or bP objected to by the Examiner. 



11) D The proposed drawing correction filed on »■ I 

If approved, corrected drawings are required in reply to this Office action. 

1 2) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§119 and 120 n9( a )-(d) or (f). 

1 3 ) D Acknowledgement is made of a claim for fore.gn priority under 35 U.S.C. § 1 1 9(a) (d) 

a)D All b)D Some* c)D None of: 

1 □ Certified copies of the priority documents have been received. 

2 □ Certified copies of the priority documents have been received in Application No. ^_ 

3- □ <*- »^ ^ 

♦See the attacheTdetailed Office action for a list of the certified copies not rece.ved. 
U)D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 

a)D The translation of the foreign language provisional application has been received. 
15)0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 

Attachments D ^ SummMv (pT0 . 41 3) Papw NoW . 

_ ,„n.« 4 »i 51 □ Notice of Informal Patent Application IPTO- 152) 

21 □ Notice ot DraftsporWs Patent Drawing Review (PT0-948I °l LJ 

31 □ Irrlorrnetion Dkobw. S1et.ment|.) IPTO-1449) Paper Nolsl. « □ °"»' : 
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The amendment received 3/26/2003 has been entered and claims 
1-8 are currently pending in this application. The amendment to 
the specification is acceptable. 

5 The Terminal Disclaimer received 3/26/2003 has not been 

accepted because the patent to which it is directed is not the 
primary patent of the rejection. Therefor, the rejection of 
claims 1-8 under obviousness double patenting is maintained. 

in view of the amendments to the claims, the rejection of 

10 record under 35 USC 112, second paragraph, is hereby withdrawn. 

However, see the new rejection below directed to the new claims. 

Claim 8 is rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the 
15 specification in such a way as to reasonably convey to one 

skilled in the relevant art that the inventor (s), at the time the 
application was filed, had possession of the claimed invention. 

New claim 8 includes the limitation of three components are 
individually immobilized on the electrode system. On page 12 of 
20 the present specification, buffer, 1-methoxy PMS was adsorbed on 
the electrodes, WST-1 was adsorbed on a carrier. This does not 
provide written description for the new claim. 
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The rejection of record of claims 4 and 5 under 35 USC 
102(b) over Burd is maintained. 

Applicant's arguments filed 3/26/2003 have been fully 
considered but they are not persuasive. 

Applicants argue that the present inventors have found that 
upon application of a high potential with NET, electrolysis of 
fructosamine is affected by contaminants in the sample. Instead, 
employing WST-1 induces less influence by contaminants. Also, 
WST-1 and formazan are more water soluble than NBT. 

It is the examiner's position that much of applicants' 
arguments are centered upon unclaimed limitations. It is 
respectfully submitted that in order for evidence of unexpected 
results to be sufficient to rebut a prima facie case of 
obviousness, the evidence must be commensurate in scope with the 
15 claims. 

The rejection of record of claims 1-3, 6-8 under 35 USC 
103 (a) over the combination of Burd in view of Ishiyama is 
maintained. 

Applicant's arguments filed 3/26/2003 have been fully 
considered but they are not persuasive. 

Applicants argue that EP 0908453 published a paper about 
WST-1 , neither of which are made of record and the citation is 
too incomplete for the examiner to obtain it. It was believed 
that the formation of a formazan from a tetrazolium salt is an 
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irreversible reaction and would then not lend itself for 
electrochemical detection. 

It is the examiner's position that on page 11 of the present 
specification, ^The tetrazolium salt is not particularly 
restricted, so long as it can form formazan.$ The specification 
does not indicate any criticality regarding the selection of the 
tetrazolium. Burd teaches in column 6 a number of tetrazolium 
compounds for the stated function. Claim 1 states the formazan 
formed is water soluble but no degree of solubility is claimed. 
Only new claims 6 and 7 include any limitations directed to a 
specific tetrazolium compound. The selection of the specific 
tetrazolium compound of claims 6 and 7 would have been obvious in 
view of Burd who teaches a number of tetrazolium compounds. To 
select a known compound for its known function with the expected 
result would have been obvious. 

Claims 6-7 are rejected under 35 U.S.C. § 112, second 
paragraph, as being indefinite for failing to particularly point 
out and distinctly claim the subject matter which applicant 
regards as the invention. Each of the following applies in all 

occurrences . 

glndohenylg is queried. 
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Applicant's amendment necessitated the new ground (s) of 
rejection presented in this Office action. Accordingly, THIS 
ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 
1.136 (a) . 

A shortened statutory period for reply to this final action 
is set to expire THREE MONTHS from the mailing date of this 
action. in the event a first reply is filed within TWO MONTHS of 
the mailing date of this final action and the advisory action is 
not mailed until after the end of the THREE-MONTH shortened 
statutory period, then the shortened statutory period will expire 
on the date the advisory action is mailed, and any extension fee 
pursuant to 37 CFR 1.136(a) will be calculated from the mailing 
date of the advisory action. In no event, however, will the 
statutory period for reply expire later than SIX MONTHS from the 
date of this final action. 

The following prior art pertinent to applicant's disclosure 
is made of record and not relied upon: 

iwata (6,130,054) with a filing date of 12/1998, teaches various 
tetrazolium salts of various solubilities including WST-1. 
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Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Ralph 
Gitomer whose telephone number is (703) 308-0732. The examiner 
can normally be reached on Tuesday- Friday from 8:00 am - 5:00 pm. 
5 The examiner can also be reached on alternate Mondays. If 

attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Michael Wityshyn can be reached on (703) 
308-4743. The fax phone number for this Art Unit is (703) 308- 
4556. Any inquiry of a general nature or relating to the status 
10 of this application should be directed to the Group receptionist 
whose telephone number is (703) 308-1235. For 24 hour access to 
patent application information 7 days per week, or for filing 
applications electronically, please visit our website at 
www.uspto.gov and click on the button patent Electronic Business 
15 Center^ for more information. 

Ralph Gitomer 
Primary Examiner 
Group 1651 

20 RALPH GITOMER 

PRIMARY EXAMINED 
GROUP 1200 



